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(RCT of dietary fiber and Lactobacillus casei administration for prevention of colorectal tumors>

The epidemiologic evidence that dietary fiber protects against colorectal cancer is equivocal. No large-
scale clinical study of the administration of Lactobacillus casei has been reported. We examined whether
dietary fiber and Lactobacillus casei prevented the occurrence of colorectal tumors.

The subjects were 398 men and women presently free from tumor who had had at least two colorectal
tumors removed. The subjects were randomly assigned to four groups administered wheat bran,
Lactobacillus casei, both or neither. The primary endpoint was the presence or absence of new col-
orectal tumor(s) diagnosed by colonoscopy after 2 and 4 years.

Among 380 subjects who completed the study, 95, 96, 96 and 93 subjects were assigned to the wheat
bran, Lactobacillus caset, both and no treatment groups, respectively. The multivariate adjusted odds
ratio for occurrence of tumors in the wheat bran group as compared with the control group was 1.31
(95% confidence interval: 0.87-1.98), and in the Lactobacillus casei group was 0.76 (0.50-1.15). There
was a significantly higher number of large tumors after 4 years in the wheat bran administration group.
The occurrence rate of tumors with a grade of moderate atypia or higher was significantly lower in the
group administered Lactobacillus casei.

No significant difference in the development of new colorectal tumors was observed with adminis-
tration of either wheat bran or Lactobacillus casei. On the other hand, the results of this study sug-
gest that Lactobacillus casei prevented atypia of colorectal tumors.

(RCT of the effect of bifidobacteria-fermented milk on ulcerative colitis >

Alterations of intestinal flora, such as reduction in the concentration of bifidobacteria and increase
in that of Bacteroides species, are apparently associated with the severity of ulcerative colitis.

We conducted a randomised clinical trial of the use of a bifidobacteria-fermented milk (BFM) supple-
ment as a dietary adjunct in the treatment of ulcerative colitis.

The subjects were randomly divided into two groups. a group with BFM supplementation (BFM group,
11 subjects), and a control group (control group, 10 subjects). The BFM group was given 100 ml/day of
BFM for 1 year. Colonoscopies, general blood markers and examinations of intestinal flora including the
analysis of faecal organic acids were performed at the commencement of the study and after 1 year.

Exacerbation of symptoms was seen in 3 out of 11 subjects in the BEM group, and in 9 out of 10 in the
control group. Log rank statistic analysis of the cumulative exacerbation rates showed a significant reduc-
tion in exacerbations for the BFM group (p = 0.0184). The analysis of microflora and the organic acids in
the faeces showed a significant reduction in the relative proportion of B. vulgatus in Bacteroidaceae and
butyrate concentration, respectively, after supplementation with BFM, in comparison with before.

Supplementation with the BEM product was the successful in maintaining remission and had possi-
ble preventive effects on the relapse of ulcerative colitis.
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